REMARKS 

1. Maintained Objections and Rejections 

The Examiner indicated that claims 1, 5, 7-9, 12-14, and 17-19 were still rejected under 35 USC 
§102b as being anticipated by Coutsoudis et al. or Barrett et al., or Japanese patent 60/197,669. 

The Applicants reassert their previous arguments about the effectiveness of the technical data taught 
by these references. The phrase "experiencing excess free radical generation" is well understood by persons 
of ordinary skill in the art, and is identifiable with a particular patient population. Attached to this response is 
Appendix A which lists (a) references quoted in the specification which teach oxidant states secondary to 
excess free radical or inadequate antioxidants in disease states associated with preterm delivery, and (b) 
additional references (not cited in the original specification) which show that preterm delivery and associated 
disease states are also associated with oxidant stress. This supports the Applicants position that the 
specifications teaches how to identify such a patient. 

Further, these claims, and all claims in the Application, have been amended to delete the phrase 
"improved method" or "improved therapy." Therefore, the amended claim overcome the Examiner's 
objection to this phraseology. 

2. New Rejections 
(a) Claim Objections : 

(1) Claims 2, 4, 10 and 1 1 were rejected for certain informalities relating to spelling and lack 
of clarity (for example "NAC"). These have been corrected in the amended claims. 

(2) Claims 2, 4 and 1 1 were further objected to for dependency on rejected claims. New 
claim 23 appropriately correct this by rewriting the new claim to in independent form. 

(3) Claims 1-18 and 20-2 1 were objected to because the claims recited an improved method 
but did not follow the proper form. As previously addressed in paragraph 1 above, this objectionable 
phraseology has been deleted. 
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(b) 35 USC §112 Rejection : Claims 1 and 6 were rejected under Section 1 12 as being indefinite 
because of the phrase "improve outcome of premature labor." This phraseology has also been corrected. One 
of ordinary skill in the art would readily understand this phrase as it appears in the specifications to mean 
"delaying delivery to closer to the due date for delivery." Therefore, the amendment of the claims is not the 
introduction of new matter into the application. 

(c ) 35 USC §102 Rejections : Claims 6, 10, 20 and 21 were rejected under 35 USC § 102(a) as being 
anticipated by Yallampalli et al. The Applicants would point out that a careful reading of the Yallampalli 
reference only discloses the term "salicylate" once in the entire reference and this is to aspirin. The aspirin is 
defined as an anti-inflammatory agent which inhibits prostaglandin synthesis. There is no linkage or 
reference whatsoever with its potential as an antioxidant or its ability to trap free radicals (i.e., a spin trapping 
agent). It appears that the Examiner assumes that all salicylates are spin traps. This is not true. There is 
teaching that aspirin does not act as an antioxidant or as a spin trap. See Appendix B. 

Yallampalli refers to aspirin, acetyl salicylic acid, which is not a good trap. Some salicylates make 
good traps (such as phenols or phenoxides), because they have a free OH group to react with the free radical 
by loosing an electron and generating arroxyles (arryloxides). In aspirin (cited by Yallampalli) the OH group 
is acetylated and is thus blocked from reacting with the radical. Amended claims 6, 10, 20 and 21 now claim 
a spin trapping free radical scavenger. 
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3. Conclusion 



The Applicants have amended the claims to overcome the prior art cited. They respectfully request 
that the Examiner reconsider these amended claims. Finally, the Applicants ask the Examiner to issue a 
Notice of Allowance, 

Respectfully submitted, 
JACKSON m 
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The antiinflammatory moiety of sulfasalazine, 5-aminosalicylic acid, is a 
radical scavenger. 

Ahnfelt-Ronne I, Nielsen OH. 

Using a novel spectrophotometric assay to detect free radical scavengers, the effects of 
sulfasalazine, a compound frequently administered in the treatment of chronic 
inflammatory bowel disease, and its main metabolites, 5-aminosalicylic acid (5-ASA), 
sulfapyridine, and N-acetyl-5-ASA, were compared with biological antioxidants 
(nordihydroguaiaretic acid (NDGA), alpha-tocopherol, and ascorbic acid) and 
antiinflammatory salicylates (acetylsalicylic acid and sodium salicylate). The results 
show that 5-ASA, but neither sulfasalazine and its other metabolites, nor the salicylates, 
shares with the biological antioxidants the property of being a potent scavenger of free 
radicals. Since 5-ASA is formed in millimolar concentrations in the colon of 
sulfasalazine-treated patients this mode of action may explain the beneficial effect of 
sulfasalazine in inflammatory bowel disease. Locally formed 5-ASA may break the free 
radical chain reaction initiated and maintained by activated phagocytes, thus arresting the 
perpetuating tissue destruction. This mechanism may indicate a general potential for 
radical scavengers in chronic inflammation. 
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